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Dr. C.W. Jameson
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MD EC-14

P.O. Box 12233

Research Triangle Park, NC 27709

Dear Dr. Jameson:

The International Life Sciences Institute (ILSI) Risk Science Institute (RSI) is pleased to
provide a copy of the report of the ILSI Risk Science Institute Rodent Bladder Carcinogenesis
Working Group. The report was published in Food and Chemical Toxicology (vol 33, number 9,
1995). We submiit this publication in response to the NTP call for public comments on agents,
substances, mixtures and exposure circumstances proposed for listing in or removing from the
report on carcinogens, ninth edition. During 1993 and 1994, the ILSI Risk Science Institute
convened an expert working group of scientists from industry, academia, and government to
examine the issue of human relevance of bladder tumors that occur in rodents. The conclusions
of the working group, which were published in the attached peer-reviewed document, should be
pertinent to the NTP’s considerations of the potential carcinogenicity of saccharin.

The International Life Sciences Institute is a nonprofit, worldwide foundation based in
Washington, D.C. ILSI was established in 1978 to advance the understanding of scientific issues
relating to nutrition, food safety, toxicology, risk assessment, and the environment. ILSI
branches are located throughout the world. The ILSI Risk Science Institute (RSI) was
established in 1985 to advance and improve the scientific basis of risk assessment. Recognizing
that public health decisions must be based on the best available science, RSI works toward its
goal through a program of research, working groups, conferences and workshops, publications,
seminars, and education and training programs in the U.S. and around the world. RSI serves as a
catalyst for consensus on complex scientific issues in risk assessment by facilitating discussion
and cooperation among scientists from academia, industry, government, and public interest
groups.
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We hope that the enclosed document is useful to the NTP during its deliberations on
substances to be listed or removed in the ninth edition of the report on carcinogens. Please do
not hesitate to contact us should you require additional information about the enclosed material,
or should you have any questions about ILSI or the ILSI Risk Science Institute.

Sincerely,

Execytive Director

phen 8. Olin, Ph.D.
Deputy Director
Toxicology and Risk Assessment Program
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David A. Neumann, Ph.D.
Deputy Director
Pathobiology Program

encl.
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AIMS AND SCOPE

Food and Chemical Toxicology publishes original research reports and occasional interpretative reviews on
the toxic effects, in animals or humans, of natural or synthetic chemicals occurring in the human environment.
In addition to studies relating to food, water and other consumer products, papers on industrial and
agricultural chemicals and pharmaceuticals are encouraged. The studies may address the physiological,
biochemical or pathological changes induced by specific substances, techniques for assessing potential toxicity,
or the mechanisms underlying toxic phenomena. All aspects of in vivo toxicology are covered, including
systemic effects on specific organ systems, carcinogenesis and teratogenesis. Papers reporting the toxicological
examination of specific chemicals or consumer products are published irrespective of the positive or negative
nature of the results, provided the tests and reporting meet current standards of adequacy. The Journal’s
editorial policy reflects the need for high-quality science in support of health and safety decisions.

Copyright © 1995 Elsevier Science Ltd

Published as Volume 33, No. 9 of the journal Food and Chemical Toxicology and supplied to subscribers as part of their
1995 subscription. Also available to non-subscribers.

It is a condition of publication that manuscripts submitted to this journal have not been published and will not be
simultaneously submitted or published elsewhere. By submitting a manuscript, the authors agree that the copyright for their
article is transferred to the publisher if and when the article is accepted for publication. However, assignment of copyright
is not required from authors who work for organizations that do not permit such assignment. The copyright covers the
exclusive rights to reproduce and distribute the article, including reprints, photographic reproductions, microform or any
other reproductions of similar nature and translations. No part of this publication may be reproduced, stored in a retrieval
system or transmitted in any form or by any means, electronic, electrostatic, magnetic tape, mechanical, photocopying,
recording or otherwise, without permission in writing from the copyright holder.

Photocopying Information for Users in the USA

The Item-fee Code for this publication indicates that authorization to photocopy items for internal or personal use is granted
by the copyright holder for libraries and other users registered with the Copyright Clearance Center (CCC) Transactional
Reporting Service provided the stated fee for copying, beyond that permitted by Section 107 or 108 of the United States
Copyright Law, is paid. The appropriate remittance of US$9.50 per copy per article is paid directly to the Copyright
Clearance Center, 222 Rosewood Drive, Danvers, MA 01923, USA. Tel. (508) 750 8400; Fax (508) 750 4744.

Permission for Other Use
The copyright owner’s consent does not extend to copying for general distribution, for promotion, for creating new works
or for resale. Specific written permission must be obtained from the publisher for such copying.

The Item-fee Code for this publication is: 0278-6915/95 $9.50 + 0.00

DISCLAIMER

Whilst every effort is made by the publishers and editorial board to see that no inaccurate or misleading data, opinion or
statement appears in this journal, they wish to make it clear that the data and opinions appearing in the articles and
advertisements herein are the sole responsibility of the contributor or advertiser concerned. Accordingly, the publishers,
the editorial board and editors and their respective employees, officers and agents accept no responsibility or liability
whatsoever for the consequences of any such inaccurate or misleading data, opinion or statement.

Drug and Dosage Selection

The authors have made every effort to ensure the accuracy of the information herein, particularly with regard to drug
selection and dose. However, appropriate information sources should be consulted, especiaily for new or unfamiliar drugs
or procedures. It is the responsibility of every practitioner to evaluate the appropriateness of a particular opinion in the
context of actual clinical situations and with due consideration to new developments.

O™ The text paper used in this publication meets the minimum requircments of American National Standard for
Information Sciences—Permanence of Paper for Printed Library Materials, ANSI Z39.48-1984.
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